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Received: Au~gust 22, 2011

Dear Ni r. Shea:

We have reCviewVed your' Sect ion 51 0(k) premarket notification of intent to market the device
referenced above and have dletermined the device is substantially equlivalent (for1 the in~dicationls
for use stated inl the en]Cdosure-) to legally marketed predicate devices marketed inl interstate
commerce pr ior to Mvay 28, 1976, the enactment (late of the Mledical Device Amendments, or to
devices that have been reclassified inl accordance with the provisions of the Federal Food, Dru1g,
and Cosmetic Act (Act) that do no0t require approval of a premarket aplproval application (PMIA).
YOU may, therefore, market the device. subject to the general controls provisions of the Act. T-he
general controls provisions of the Act inllCude requirements For annlual registration, listing OF
deviCcs, good mlanufacturling, practice, labelingp, and prohibitions against misbrand ing and
adulteration. Please note: C DI-l does not evaluate information relhated to contract IliabilIity
warranties. We remind y'ou; however, that device label inrg mu~st be truthful1 and not misleading.

If your11 device is classifiedl (see above) into either class 11 (Special Controls) or class Ill (PMIA). it
may be subject to additional controls. Existing Mal or regulations aff'ectin rOitz oi device can be
founrd in the Code of' Federa* Regu a~tio iii Ti tle 2 1, Parts 800 to 898. Inl addition, FDA may
pub l~isl fur1ther an noL1I ricets co ric i-ni rig y'ourI dev'i ce in the Fed eral R zi er

Please be advised that FDA's issuance Of al S~lbStatial equlivalece1: cletermlliittiOnl does no0t mean
that FDA has made a determination that your device complies wvith other requirements offthe Act
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or any [ederalI statutes and reutr I aliens ad an istered by other FedIeral agencies. YOU mtrLst
comply)1 With all the Act's reqjuireetts, inlutding,' bUt not limited to: registration and listing (2 1
CUR Part 807); labeling (21 CUR[ Part 801); medical device reperding (reportirmg of medccical
device-related adverse evernts) (2 1CU"R 803); goodC HIL11AtIfacturingI prIactice req u i rem~lt enIs Sset
(brll in) the quality systemls (QS) reg-ulation (2 1 CUR Part 820); and il applicable, the electronlic
prIod uct raid iatien control prov~is ions (Sections 53 1-542 of the Act): 2t1 C1UR 1 000-1I050.

lIf ou des ire speciftr c advice for V01.11 device Onl O] tr abeing regu"lation (2 1 CUR Pair 801): please
uo0 to h)ttp://\ivN.f'da.uov/AboIitlUDIA/CentersOff-ces/CD[Ri-I/C DRI-fIFflCes/LIcIIm 158O.imi for
the Center for Devices and Radiciological -Health's (CDRI-l 's) Offie of Cemplianicc. Also, please
no0te the reguLlation entitled, "Ni ish rand in g, by rce ee ne to prem iarket not ificatien'' (2 1 CU-R Part
807.97). For qulestionIs iuarding the reI-Ilinff ad Kverse eventrs under the MDR regulation (2 I
CUR Part 803). please go to

httr:/Avww. ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~~~[1 ftie/eia eie/abv/eot~olmdfutmfr e CD RI-Is0 W~ie
of'Surveillance and B iomectrics/Di vision of Postmarket Surveillance.

You ma)' obtain other general info rrmatien on youi rre spensibiIi ties underI~ the Act from11 thle
Division of Small MNa1nU faCtu~re-S, InternatIOnal andIC Con1sumer Assistance ait its toll-tree nlumlber
(800) 638-204] or (301) 796-7100 or ait its Internet address

Sinlcerely' youLrs,

Mvark N. Mlelkerson ,~?4--
DirectorA
D iv is io n of'Surguical, Orthopedic
and Restorative Devices

Office of IDevice E-valu-ation
Center for Devices and

Rarl iological H-ealth



Indications for Use

510(k) Number: K111359

Device Name: PL- 1064

Indications for Use

The PL-1064 laser, collimated handpiece will be indicated for ablation, vaporizing, excision,
incision, and coagulation of soft tissue encountered in dermatology, plastic surgery, and podiatry
including but not limited to plantar warts, periungual and subungual warts and telangiectasia.

ivso Sign-Of)V11N
Division Of Surgical, Orthopedic,
and Restorative Devices

5 1(k) Nunber________

Prescription Use [ X ]AND/OR Over-the-counter

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of


